AMENDMENT UNDER 37 C.F.R. §1.111 
U.S. Appln. No.: 10/540,422 



Atty. Docket No.: Q88273 



REMARKS 

1. Formal Matters 

A. Status of Claims 

Claims 1-11 are pending in the application. Claims 1-4 are rejected. Claims 5-1 1 are 
objected to. 

Claim 1 has been amended to recite the substituents for R and R as disclosed in the 
specification at least at page 5, lines 8-27. 

Claim 1 has also been amended to recite the concentration range of the pyridone, as 
supported at least by the examples of specific compositions and by the compositions disclosed in 
Examples 1-11. 

Claims 5, 6, and 8-1 1 have been amended to eliminate improper multiple dependencies. 
In addition, various obvious editorial and clerical amendments have been made to claims 2, 8, 
and 9-11. 

No new matter is added. 

B. Foreign Priority 

The Examiner has not acknowledged Applicant's claim to priority nor receipt of the 
foreign priority document. 

PAIR indicates that a copy of the priority document was supplied by the International 
Bureau on June 24, 2005. 
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Accordingly, the Examiner is requested to acknowledge Applicant's claim to priority and 
receipt of the priority document. 

C. Information Disclosure Statement 

The Examiner returned a copy of the PTO Form SB/08 that accompanied the Information 
Disclosure Statement filed June 24, 2005. However, the Examiner only initialed the US Patent 
reference. The Examiner pointed out that the listing of references in the Search Report is not 
considered to be an Information Disclosure Statement (IDS) complying with 37 C.F.R. § 1.98, in 
that legible copies of each foreign patent need to be submitted. 

In order to have the references considered, the references, along with a second IDS and 
the $180 fee are being filed herewith. 

II. Detailed Action 

A. Claim Objections - 35 U.S.C. § LI75(c) 

1. Claims 5-1 1 are objected to under 37 C.F.R. § 1.175(c) as being in improper form 
because a multiple dependent claim cannot depend fi-om any other multiple dependent claim. 
See MPEP § 608.0 l(n). Accordingly, the claims have not been further treated on the merits. 

Appropriate amendments have been made to claims 3 and 5-11 to overcome this 
objection. 

B. Claim Rejections - 35 U.S.C. § 112 

1. Claims 1 and 3-4 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to 
comply with the written description requirement. 
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According to the Examiner, Applicant has not provided any teaching as to what structural 
characteristics are needed to make the pyridone derivative soluble in high concentration in a 
solvent. Thus, the Examiner asserts that claim 1 should recite the specifically disclosed 
substituents and R^. 

The rejection is overcome by amending claim 1 to recite the substituents disclosed in the 
specification. 

2. Claims 1-4 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter that 
Applicant regards as the invention. 

1) The Examiner asserts that the phrase "high concentration" is indefinite and the 
definition thereof in the specification of "more or less 25%" is also indefinite. 

Claim 1 has been amended to replace the phrase "high concentration" with "a 
concentration of about 10% to about 25% by weight." Support is found at least in the examples 
of the specific compositions and in the compositions disclosed in Examples 1-11. 

2) The Examiner asserts that because the claims recite that the composition contains an 
active ingredient, the claims should also recite what the active ingredient is effective for treating. 

Claims 1 and 2 have been amended to delete reference to an active ingredient. 

Accordingly, the Examiner is requested, respectfiilly, to reconsider and remove the 
rejections under 35 U.S.C. § 1 12. 
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C. Claim Rejections - 35 U.S.C. § 102 

1. Claims 1-2 are rejected under 35 U.S.C. § 102(b) as being anticipated by Gadekar 
(U.S. Patent No. 3,839,346). 

The Examiner asserts that since the phrase "high concentration" in claim 1 is indefinite, 
claims 1 and 2 include within their scope any composition comprising a pyridone of formula (I) 
in a solvent. 

Gadekar does not disclose compositions in which the pyridone is present in a 
concentration of about 10% to about 25% by weight, as now recited in amended claim 1. Rather, 
Gadekar' s only reference to a "concentration" is in Example 3, which teaches a therapeutic dose 
of a 1% composition of Gadekar's drug. 

Accordingly, the rejection is overcome and should be removed. 

2. Claims 1-4 are rejected under 35 U.S.C. § 102(e) as being anticipated by Scheiwe 
et al (U.S. Patent Publication No. 2006/0039931). 

The Examiner's position is the same as that for Gadekar. 

This rejection is improper, as Scheiwe is not legally effective prior art against the present 
application. Specifically, the Examiner relies upon the Sept. 1 1, 2003 international filing date of 
Scheiwe, which is prior to Applicant's international filing date of Dec. 24, 2003. However, 35 
U.S.C, § 102(e) states that an international application only has the effect of an application filed 
in the United States if the international application designated the United States and was 
published in the English language. Applicant's research indicates that Scheiwe' s international 
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application was published in the German language (see cover page submitted herewith). 
Accordingly, Scheiwe is only effective under 35 U.S.C. § 102(e) as of its actual United States 
filing date of March 11, 2005, Since this is after Applicant's international filing date of 
December 24, 2003, Scheiwe is not legally effective prior art against the present application. 

Accordingly, this rejection should be removed, 

D. Claim Rejections - 35 U.S.C. § 103 

Claims 3-4 are rejected under 35 U.S.C. § 103(a) as being unpatentable over Gadekar 
(U.S. Patent No. 3,839,346) in view of Iyer et al (U.S. Patent Publication No. 2004/0033257). 

Gadekar is applied as above to claims 1 and 2. Iyer is cited as teaching compositions 
comprising the diethylene glycol monoethyl ether solvent recited in claims 3-4. 

For the following reasons, the rejection is traversed, respectfiiUy. 

Iyer teaches compositions comprising loratadine and diethylene glycol monoethyl ether. 
However, loratadine is not a pyridone as disclosed in Gadekar. There are structural differences 
between loratadine and the pyridones disclosed in Gadekar, such that one of ordinary skill in the 
art would not consider the compounds to have similar solubility characteristics. 

Accordingly, one of ordinary skill in the art would not substitute the loratadine of Iyer for 
the pyridone of Gadekar. 

In view of the above remarks, the Examiner is requested, respectfully, to reconsider and 
remove this rejection. 
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Reconsideration and allowance of this application are now believed to be in order, and 
such actions are hereby solicited. If any points remain in issue which the Examiner feels may be 
best resolved through a personal or telephone interview, the Examiner is kindly requested to 
contact the undersigned at the telephone number listed below. 

The USPTO is directed and authorized to charge all required fees, except for the Issue 
Fee and the Publication Fee, to Deposit Account No. 19-4880. Please also credit any 
overpayments to said Deposit Account. 



Respectfully submitted. 



SUGHRUE MION, PLLC 
Telephone: (202) 293-7060 
Facsimile: (202) 293-7860 




Registration No. 30,951 



WASHINGTON OFFICE 



23373 



CUSTOMER NUMBER 



Date: January 22, 2007 
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= (54) TiUe: STABLE CREAM PREPARATIONS OF PHENYL-PYRIDONE COMPOUNDS FOR TOPICAL APPLICATION 

^ (54) Bezekhnung: STABn-ECREME-ZUBERETTUNGENVONPHENYL-PYRIDONVERBINDUNGEN^ 
— WBNDUNG 



^ (57) Abstract: The invention relates to a pharmaceutical cream preparation for topical applicalion in the form of an oil-in-waler 
<; (o/w) emulsion, containing the following constituents in the lipophilic phase: (i) an optionally substituted l-phenyl-2-(lH)-pyridone 
compound or a pharmaceutically acceptable salt thereof, as an active ingredient, (ii) at least one surface-active solubilising agent 
K '^^^"ns >^alue between 15 and 20. (iii) at least one emulsificr having an HLB valoe between 8 and 15, and ^v) optionally 

^ other earner materials and additives known per se selected firom the group containing triglycerides, penetration amplifieis, preserving 
^ agents and anti oxidants. The invention also relates to the use of the preparation as a topical cream preparation for the treatment or 
f\| prophylaxis of skin diseases. 

2 Zusammenfassung: Pharmazeutische Creme-Zubereilung fUr lopische Anwendung in Form einer Ol-in-Wasser (o/w) Emul- 
W sion, welche in der lipophilen Phase die folgenden Bestandteile enthSU: (i) als WiikstoflFeine gegebcnenfalls substitoierte lPhenyl-2- 
^ (»ll)-Pyridonveitindung, oder ein pharmazeulisch annehmbares Salz davon, (ii) mindestens einen oberfl&henaktiven Solubilisator 
mil einem HLB-Wert im Bereich von 15-20, (iii) mindestens einen Emulgator mit einem HLB-Wert im Bereich von 8-15. sowie 
V <'^> gegebcnenfalls weitere an sich hckannie Tragcnnaterialien und Additive ausgewShlt aus der Gnippe enthaltend Triglyceride 
^ Pcnctrationsveislaricer. Konservienmgsmittel und Antioxidationsmittel; sowie Ywwendung der Zubereitung als tomsche Cremc-Zu' 
^ bereitung fBr die Behandlung oder Pro|Aylaxe von Hauiexkrankungcn. 



